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Dear Mr. Gould:

We are writing to you because on September 26 and October 1,2, and 10, 1997,
an investigator horn the Food and Drug Administration (FDA) collected
information that revealed a serious regulatory problem involving ambulatory blood
pressure monitoring systems that are made and marketed by your firm.

Under United States Federal law, the Federal Food, Drug and Cosmetic Act (the
Act), a product is considered to be a medical device if ‘it is used to diagnose or
treat a medical condition or is intended to affect the stmcture or function of the
body. Ambulatory blood pressure monitoring systems are medka.1 devices as
defined by Section201 (h) of the Act.

The law requires that manufacturers of medical devices adhere to cuxrent Good
Manufacturing Practice (GMP) regulations for Medical Devices as specified in
Title 21, Code of Federal R .

egukxms (CFR), Part 820, in the methods used in,
facilities or controls used for manufacturing, packing, storage of installation of
medical devices.
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Our inspection found your products violate tl~~lUtV because OE

1.

2.

3..

4.

.’

Failure to establish and maintain proced~IIIrSfor implementing corrective

and preventive action including requirel~l~~lIts for investigating the cause of
nonconformities relating W product pr~(trxses ~d the quality system, and
for identifying the action(s) needed to C(MIcct ~d prevent recurrence of
non-conforming product ~d other quali( v problems (21 CFR 820. 100).
A“d&ionally tlw fi~ fails to document [I\t.~~=tion and investigation
into product that does not conform to .SIJ~~ifiedrequirements [21 CFR
820.90(a)]. For example:

a.

b.

,.-’

G.H. Medid. has not identified a IOII};.Icm ~ fofi failures in the field;
~d,.s

Complaint #CSOOOI -12997 does not :itate if ad what corrective action
was taken.

Failure to establish and maintain procecl{ilcs to control all documents
including those in the device master recol’tI (DMR) and work instructions
[21 CFR 820.40(a)]. For example, the l)t~}~edue for final testing of the
models 9232 and 9241 is not signed aml ~I;lted ~ having been reviewed
and approved. The parameters wed h II1~*~n~ testing of these models are
not specified. -

Failure to establish ~d maintain proced~llvs to ensure that all purchased or
othenvise received product and semices c-t)1Ifom to specifications (21 CFR
820.50) and to evaluate and select pote~~{i:l[ suppliers, contractors, and
consultants on the bash of their abil@ (t) Illeet specified requirements,
including quality requirements [21 CFR 8;10.50( 1)( 1)], in that G.H.
Medical has not audited their contractil~x ,llan~adurer and has no
procedures for evaluating and selecting pt){~nti~ suppliers, contractors, or
consultants. .

Failure to document ail complaints in su!’l”lf.ientdetail to include all the
requirements of21 CFR 820.198(e). For ~xmple, the complaint form
dated 4f24./97 does ndt include any devi~.r identification(S) and control
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numbers used, the nature of the complaint(s), and the name, address, and
phone number of the complainant. Additionally, the firm has not recorded
all of the complaints regarding “trend graph” problems as required by21
CFR 820.198(a).

In legal terms the products are adulterated under Section501 (h) of the Act..-
.

--- You should know that this serious violation of the law may result in FDA taking
regulatory action without further notice to you. These actions include, but are not
limited to, seizing your product inventory, obtaining a court injunction against
further marketing oflhe product, or assessing avil money penalties. Also, other
Federal agenaes are informed about the Warning Letters we issue, such as this
one, so that they may consider this information when awarding government
contracts.

The specific violations noted in this letter and in the
out of the inspection maybe symptomatic of serious
firm’s manufacturing and quality assurance systems.

FDA-483 issued at the close-
underlying problems in your
You are responsible for

investigating and determining the causes of the violations identified by FDA. If
the causes are determined to be systems problems, you must promptly initiate
pexmanent corrective actions. Your connective actions should -end to all
applicable products and product lines. ....

This letter is not intended to be an all-inclusive list of defiaenaes at your faality.
As president, the most responsible individual at G.H. Medical, Inc., it is ultimately
your responsibility to ensure that devices manufactured at your facility in
Minneapolis, MN, are in compliance with each requirement of the Act and
regulations.
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It is necessaxy for you to--tie action on this matter now. Please let this office
know in writing ~thin 15 working days from the date you received this letter
what steps you are taking to correct the problem. We also ask that you explain
how you plan to prevent this from happening again. If you need more time, let us
know why and when you expect to complete your correction. Please direct your

response to Comphnce Officer Hoyvard E. Manresa at the address indkated on
the letterhead.
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Fhmlly, you should understand that there are many FDA requirements pertaining
to the manufacture and marketing of medical devices. This letter pertains only to
the issue of cument Good Manufacturing Practices for your devices and does not
necessarily address other obligations you have under the law. You may obtain
general information about all of FDA’s requirements for manufacturers of medical
devices by contacting our Division of Small Manufacturers ksistance at 1-800-
638-2041 or through the Internet at http://mvw.fda.gov.

If you have more specific questions about how FDA marketing requirements affect
your particular device or about the content of this letter, please feel free to contact
Mr. Manresa at (612) 334-4100 ext. 156.

Sincerely,

.

HEM/ccl

q%e%i--
Director
Minneapolis District
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